flOrOBOP O lTATEHTHOfi KOOIIEPAIJHH 

PCT 

3AKJIIOHEHHE MESKflyHAPOAHOIf ITPEflBAPHTEJILHOH 3KCIIEPTH3bI 

(DiaBa II flproBopa o naTeiiTHofl KoonepauHH) 



>&! .aena 3a*BHTejiH hjtm arekra: 


Cm. nyHKT 2 hvitkc 


HoMep MWiyHapoflHott 3e$ibkh: 

PCT/RU 2004/000261 


QaTa Mcxuiyuapoiiiioii noaaHH: 

01 raojur 2004 (0 1 .07.2004) 


CaMaa paHHaa ;iaTa npHopwTera: 
14 HFOJW 2003 (14.07,2003) 



MewympowM nareHTHaa KJiaccHcjwKauHJi (MTDC-7): A6 1 K 38/43, 39/395, A6 1 P 35/00 



3a«DHTCJiL: reHKHH flMHTpHtt Ammtphcbms h ^p. 



/laHHoe 3aKnK)weHHe McacnynapoanoK npeaBapHTejibHbH 3KcnepTH3bi noAroTbBJieHO HacroflWHM OpraHOM MeHcayHapoflHofi 
npciiDapHTejibHOM 3KCiiepTH3u b cootbctctbwh co CraTbefl 35 h HanpaBjieHo 3ajiRirrcjno r cooTBeTCTBHH co CraTbett 36 PCT. 



2. 
3. 



flaHHoe 3aKjnoMenHC coflcpacHT Bcero 4 



jiHcra, BKJiiOMafl aaHHbiH 66mnii jimct 



flaHHoe iaKjuoHeHHe xaKace conpOBoayiaercH npwjioxeHHirMH, co^ep*amHMH: 
a) (nocjianHbie jasiwmejuo u e Meoxdynapoduoe Btopo) Bccro jtwctob, raxwe Kaic: 

□ 



jimctw oiiMcaHHH, 4>opMyjra h/hjih ^epritxcefl, Koropwe 6ujw H3M6HCHU h cjiyxcar ochoboh juw ^aHHoro 
3aKmoMeKMn m/hfih iiwcrbi c HcnpaBJiemibiMH oqeBHzwwMH omntiKaMH, npraiaxbie flaimuM opraiiOM 
(cm. npaBHJio 70.16 h Pauie;i 607 A^MHHHcrpariKBHOfl HHCTpyKiBOf). 



| I jihctu AJW 3aMCHU OQJiee paHHHX jthctor, ho KOTOpwe /umHwtf Opraw paccMarpHBaer, kbk co/iepacatiiwe ^mghchhu, 
* — I KOTOpuc BtixoffflT 3a paMKH nepBOHaianbHO noAaHHWx MarepHajiOB MettnyHaponHofl rjasRKH, Kaic yKa3aHo b nyHicre 
4 Pasjiejia I h b J^onojr hhtcji t hom paanejie. 

b) rn (nocbuiaioTcs tojibko b Meacs^iapojuioe Biopo) Bcero (yica3aHHc B*ma h KOjmiccrBa 

3JieinpoHHMx Kocwrejiefl), coaeprcaiiwe nepeMeHt nocne^oBarrejiBHOcrett h/hjih Ta6mm, OTHOcamnecB k hum, 
to/iuko b ManiHHonHTacMOfi 4>opMe, Kax yKasaHo b flbnojiHH-re/ibHOM paaAwie, othocjhuhmch k nepeMmo 
nocjicaoBarejibHOCTCH (cm. Paaoeji 802 AaMHHHcrpaTHB hoh HHcrpyKiiHH) 



4. 



flaimoc 3aKJiM>MCHMe coaepacKT HH^opMauHio, OTHOCHniyJocjr k are/iyiornHMw pa3AejTaM 

[X] I OCHOBa 3aKJKO«JCIIHB 

npHopHTer 



□ m 

□ 
0 



IV 
V 



□ VI 

□ VII 

□ vin 



OrcyTCTRKe 3aicjnoHCHWJi othochtcjibho hobh3hm, H3o6peraTejiLCKoro ypoBHH h npOMbinureHHotf 

npHMCUHMOCTH 

J lapynreHHe eAHHCTBa H3o6pereHH* 

YrBepaueHMe b cootbctctbmh co crarbeH 35 (2) othochtcjibho hobh3hi>l, roooperarejibCKOix) 

ypOBHH H npOMBIUIJICHHOfi npHMeHHMOCTH; CCM/IKH H nOTCHeHHfl B 060CH0BBHHe yTBepHfAeHHJI 

(CrarbJi 35(2)) 
OupcuejieHHwe unrnpyeMMe AOKyMCHrw 
HeKOTopue ^etJjeKTu MextuyHapojEtuoft 3smbkh 
HcKOTopwe mMewRHHa, xacajoiuHeoj Meacaywapo^HOM 3a«BKH 



flaTa npeACTaBJieHHJi 'ipe6oBaHiw: 

1 1 4>eBpajra 2005 (1 1 .02.2005) 



HanMCHOsaHHe h ajapec Me>kiiyiiapoAHoro noncicoBoro oprana: 
OteAepanbHbifi HHCrHryr npoMbiui^eraiofl cooctbciihocih, 
PO, 1 23995, Mockbb, P-59, TCn-S, BepeKKOBCKM Ha6., 30-1 
J>aKc: 243-3337, TCJiCTafln: 11 481 8 HOJXAHA 



/Jara no/inrroBKH 3aKjHOHeHHx: 

14 OKTK6p5i 2005 (14.10.2005) 



VnojiHOMoseHHoe jihuo: 



r^0H^24Q.2g.<Jl 



Jl. CTOJTflpOBa 



OopMa PCT/IPEA/409 (o6nTHtt ^hct) (Anpejib 2005) 



3AKJHOHEHWE MEWflyHAPOJHOft TTPEjlBAPHTEJlbHOM 3KCIIEPTH3W 



McacayHapoiuiafl aa&BKH >& 
PCT/RU 2003/000304 



I OcHoaa 3aicMOHeHiifi 



1 . OrMOCHTCJibHO fl3biKa, oaHHoe coo6mcHHe noaroTOB/ieHo Ha ochobc: 

[X | MeJKOyHapOAHOfl 3aflBKH, Ha JBUKe, HE KOTOpOM OHS 6bUia MOaaHa 

I — | nepesoaa MeayryHapoaHoA ^oubkh hb caeayjoinHfl jouk , Koropuft HBJifleTCa A3wkom nepeaojia, 

]_} npcACTa&ncHHoro aim c/ieayjoiunx uejiefl: 

BMaKiiyHapoAHun noHCK ( b cootbctctbhh c npasiuiOM 12.3 (a) h 23. 1 (b» 
nyfiJiHKaiuu MeatayHapoAHofl 3aHBKH (b cootbctctbhh c npaaFuiOM 12.4 (a)) 
| [ MewyHapoimaa npejnjapHTejibHaji 3KcnepTioa (b cootbctctbhh c HpaBmiaMH 55.2 (a) h/hjih 553 (a)) 

2. OniocHTejiLHo uieMcnroB MexuryHapoaHofi 3bjibkh, ashhoc 3aKjno<tcHHC cocraBjieHO Ha ochobc (lOMeHfuouiite jiucmbi. Komopbte 
fibuiu npedcma&neNbi e I7ojryHajoufee eedoMcmeo e omeem na npedjiODtcenue e coomsemcmsuu co cm am be u 14, e dauuoM aaxjuouemu 
o6osHanehbt kqk anepeoxavanbHo nodahtHbte» u ne npunootceHHbte k 3m a\ry laKnro ne huk> ) : 



□ 



MexcayHapooHaa .'iaaBKa b tom bhac, b tom anac, b kotodom OHa 6una noAaHa/npeAcraBJieHa 
oiiHcaHHe: 

1-61 

CTpaiomBi - nepBOHanajiLHo noaaHHue/npeacraBJieHHwe 

crpaHHULi* nojiyneHHwe nan hum OpraHOM Ha flary 

cipaHHUbi* nojiyHCHHUc abhhum OpraHOM Ha aary 



aSopiuyjia H3o6pereHHJi: 

crpaHHUu . — — nepBOHaqajibHo noaaHHwc/npcacTaBjicHHtic 

crpaHMuw* nojiyHCHHhieAaHHBiM OpraHOM Ha Aaty 

crpaHHmi* 62 noayHeHHBie AaHHHM OpraHOM Ha flary 



sepTOKH: 

CTpaHHuu 111 nepBOHanajibHO iiOAaHHwe/irpeacTaBJieHHwe; 

CTpaHHHbi* noiiyMCHHBic AaHHBiM OpraHOM Ha flary 

crpanHUbi* nojiyHeHHbie abhhum OpraHOM Ha mry 



jx~| nepwcia nocjieioBaTentHOCTen h/hjih coorBercTByioiiiHe TaSmmti - cm. flonojiHHTcnbHtifl paaacji, OTHocanwritca k 
nepeHHio nocncaoBaTCJibHocTefi 

3. ^] foMeneiuw npHBcmi k id-lathio; 

| | CTpaHHU OnHCaHHS 

j j nyHKTOB iJwpMyjiw 

| — j crpaHHij/4>Hr. MeproKeft 

I — . nepeiH* nocjiciioBaTCjaHOCTefl 

— ■ TaojiHnu, oTHOCHnoiftca k ncpcwio nocncixoBaTcntHOCTcfi 

[ "' "| HacToamee 3aiOK)HeHne cocraajieHO 6c3 yncra (HeKOropbix ) h3mchchhA, npMjioweHHbix k 3n>My ornery ii otmchchhmx hh^cc, 
rax kok ohm BbixooHT 3a paMKH nepBOHanajibHo nojWHHBix MarepHanoB 33jibkh, xax yicaaaHO b flonoJiHHTejibHOM pasacjic 
(npaawjio 70.2(c)). 

□ 



CTpaHHU oimcaHHa 

liyHKTOB 4k>pMyjiu >&>f2 
CTpaHHU/^HT. HepTOKCtt 

ncpcHHa nocjicaoBaTCJibHOCTcfl 

TaSWHUbl, OTHOCHlUHfiCB K (ICpCKHK) noCnCAOBflTCJlbHOCTCfl 



B 
B 



O^opMa PCT/TPEA/409 (Tpa$a I) (anpcju, 2005) 



flOrOBOP O IIATEHTHOil KOOIEEPAHJIH 

PCT 

3 AK JI IOHEHHE MEHCflyHAPOflHOH IlPE^BAPHTEJILHOfi 3KCHEPTH3W 

(fjiaBa II floroBopa o na-reHTHOtt Koonepaiora) 



Jfe aejia aasreirrejifl hjih areirra: 


UJIH MJIBHEflniHX flEfiCTBWH 

Cm. nymcr 2 inrace 


HoMep MOKflyHapOflHOH 32WBKH: 

PCT/RU 2003/000304 


ZJaTa MoiuiyHapOAHoft no^a^n: 

Union* 2003(14.07.2003) 


CaMaa paHHss aara npHopHTeTa: 


MeavjiyHapozmafl nareHTHaa KJiaccH^HxauHH (MITK-7): ^ 

A61K 38/43, 31/7088, 39/395, A61M 1/36, G0!N 33/68, A61P 35/00, 31/00 


3affBHTeji&: 

TEU BHicrop BeHHaMHiiOBHH m ap. 



I. flaHHoe iaKinoneHHe MeacirynapoAHOH npejiBapHTCJiBHOtt aKcnepnow nonroroBJicHo MacrosiuHM OpraHOM Me^yHapoAHott 
upe^BapHTCJiBHOfl 3KcncprM3bi b co otb eTCTB hh co CTaTbcfl 35 h KanpaaneHO 3a*BHrejno b cootbctctbhh co CTarLcft 36 PCT. 



2. flaiiHoe 3aicuoHeHHe coflepacwr bccto 6 



jiHCTOB, BKjiKmaa j&HUbrfi o6mHfl jmct 



3 . ^atrnoc 3aiciJOHCHMe Taxsce conpoBoacnacrcH IlpHJio»ceHMaMH, coaepjKanrHMH: 

a) [x] (noaianmae xuwuhtejuo u e MejtcdynapodHoe Etopo) BCero 1 jihct, raxMe sale: 

0 



jiHcru ormcamw, (JwpMymi h/h/ih nepTOKefl, Koropue 6i>uih ihmchchsi h cnywarr ochobgh ajui iiaHHoro 

3aKJIK)HCHMS m/|U1H JIHCTtI C HCnpaBJieHHMMH OHCBH/lHblMH OUIH6)caMH, npHHSTWe AaHHUM OpraHOM 
(CM. npEBHJIO 70; 16 M PttlfleJI 607 AaMHHHCTpaTHBHOfl HHCipyKIWH). 



□ 



jiHCTbi mx 3aMCHW oojiee paHHMx jihctob, ho Koropwe asoihuh Opran paccMaTpHBacr, xaic coAep*amHe hsmchchiw, 
Konopue Buxoiurrsa paMKH ncpBOHSHajii>HO noAawHux MarepHanoB MeaayHaponHOH 3&hbkh, kek yKamHO b uyHicre 
4 PameJia f h b flonojiHHTejifciiOM pa3acne. 



b) f I (nocuaaiOTCa to^ko b Mo^AyHapoAHoe Brapo) Bccro (yicmaHHC ewjia h KOJiKMecTBa 

aneKTpoHHux Hocmejiett), ccvuepacaimie nepeneHb nocjieAOBarejitnocTeH h/iwh Tafwmu, oTHocHiiwecJi k hhm, 
tojibko b MauiHHOHHTaeMOfl (JjopMC, kbk yKa3aHO b flonojiHHTcjibHOM paaaefie7c>n!C<aniHMCfl K ncpCTHio 
noc^CAOBarejibHocreA (cm. PaaAeji 802 AsMKHHcrparHBHOR HHCipyxuHH) 



^aHHoe 3aicjnoMcirae coaepacirr HH^opMaiwfo, orHocamyioc* k cjienyiowHMH pa3iienaM 

fx] I OCHOm 3aKJllOHCHHM 

I I U TlpMOpHTCT 

I I III OTcyTCTBHe 3aKJiioieHHH OTHOcHTCJibHO HOBH3HBI, H30(5pei arejiBcicoro ypOBHH n npoMbrauieiHiofl 

' ' npHMCHMMOCTH 

| I IV HapymeHHe c^HHCTBa H3o6perei«w 

rrn V YTBcpjicaeHMe b cootbctctbhh co craTbCft 35 (2) othochtcju»ho hobiohw, H3o6pcTaTCJitcKoro 

^ ypOBHB H TTpOMUmJlCiniOfi npHMeHHMOCTH; CCfclJIKH H IIOflCHeHHJI B 06oCH0BaiIHC yTBCpMtaCHHB 

(CraTL* 35(2)) 

I | VI OnpCACJTCHHHC UHTHpyeMWe AOKyMCHTU 

[~~] VII HeKoropwe fle$eKTti MeayxynapoziHOH 3aaBKH 

I I VI If HcKoropwe jaMewaHHff, icacajoirewec/? Mew^yHapoAHoft 3&sbkh 



flara iipeACTaBJieHHfl Tpe6oBaiii«: 

22 okth6 P ji 2004 (22.10.2004) 


AaTa nOATOTOBKH 3aKJUOMCHHBI 

01 koh6ph 2005 (01.11.2005) 


HaHMeHoaaime h aapcc MoKayHapoflHOio iiohckoboto opraiia: 
tJ^e/icpajibHuR HHcnnyr npo Mtnmie hhor coCctbchhocth, 
PO.123995, MocKBa, T-59, rcn<5» BcpcKKOBCKaa Ha6., 30-1 
Dbkc: 243-3337, Tenerafln: 114818 nOM 1 ^ 


ynoJiHOMOneHHoe jihuo: 

H. KaruKOBa 

Te/ieAoH >fe 240-25-91 



OopMa PCT/1PEA/409 (o6iuhh jihct) (Aupejis 2005) 



3AKJIK)MEHire MEHCflyHAPOflHOft nPE^BAPHTEJIfeBOft SKCIIEPTIBM 



MeacAynapoflHafl 333 rkh Ha 
PCT/RU 2003/000304 



Tpaijm V OfiocHoeaHHoe yTBepxHemie b cootbctctbhh c IIpaBHJiOM 35(2) b OTHomeHBH hobh3hi>i, 
H3o6peTaTejibcKoro ypoBHsi h npoMbunjieHHOH np hmch hmo cth \ ccujikh h noflCHemui, no#Kpeiuifliouuie TaKoe 
yTBep^KAeHne 

1. YTBepacAeHHe 

HoBM3Ha (N) nyHKTO 1-7,10,11 flA 

IlyHKrti 8^ HET 

H3o6pexaTejibCKHtt ypoBera> (IS) 

nymcTbi 1-4 (HacTHHHo),5-7,10,l 1 JJ/i 

TlyHKTLI 1-4 foaCTHHHO) HET 

npbviwnijieHHaii npHMemiMOCTb (IA) 

TTyHKTbJ 1-10 #A 

IlyHKTM 11 HET 



2. Ccujikh h noacHeraw (IIpaBHJio 70.7) 

3aKJiK>HeHne 3KcnepxH3bi cocTaBJieHO c yqeroM h3M€h6hhoh <J)opMyjiH h aoboaob 
3ajmnTejia, npeflCTaBJieHHbix b otbct© ot 28.10.2005, a TaioKe caejjyiomHx hctohhhkob 
HH<|>qpMaqHH: 

Dl: US 6,521,409 

D2:OABOPOB IT.B. HccjieaoBaHHe khhcthkh npeBpameHHfi JSJSK noa aeficTBHeM flHK- 
TonoH30Mepa3 h ,ZtHK-a63HMOB, aBTope<|>. . .k.6hojt.h., M., 1999, c. 3-4 
D3: WO 93/03709 

D4: CEPrEEBA Jl.M. KiiHHHKO-Jia6opaTOjpHa)i ouemca Myko jihth Hecicoro 3({><J)ekia 
nyjibM03HMa y 6onbHbix MyxOBHCiwaoSOM, ahcc...k.m.h., EKaxepHHSypr, 1999, c. 9 a63. 2-3, c. 12 
a63.4, c.1 3 a63.1-2, c.17 a63.4, c. 18 a63.l, c.30 a63.3-4, c.31 a6x2 (kocuw npHJiaraerca) 

D5: RU 2001104426, 20.01.2003, 4>opMyjia (hjih pe^epar) - nn. 2,46,87,113-114, 122-123. 
(Konnfl npHJiaraerca) 

D6: US 6,033,846 (Societe Francaise de Recherches et d'Investissements Societe Anonyme, 
FR), 07.03.2000, ctoji6. 2 crpOKH 5-20 (n.2 noAnyHFcru A h B (l)-b)). (koiih* npHjiaraerca) 

D7: US 6,391,607 Bl (Genentech, Inc.), 21 .05.2002, nn.5-7 (JjopMyjiw, ctoji6. 1 1 crpoKH 57- 
67, ctojiS. 12 crpoKH 1-25 (kohha npHJiaraerc*) 

D8: rAHHYlilKHHA M.B. H flP. YpoBeHb JJtfK b ruia3Me KpoBH 6ojti»hi>ix c 
aTepocKjrepoTWRecKWM nopaxceHHeM MarHcrpajrbHwx apTepufi tojiobw h 6okobmm 

aMHOTpO(^HHeCKHM CKJiep030M// EfOJlJiexeHb 3 KCIie pHMCHTaJlb HO M 6HOJIOrHH H MeAHUHHLI, M., 

MeAHUHHa, 1997, JVfe 12, c. 610-612 (pe^epaT, c. 61 1 ctoji6. 2, c. 612 ctoji6.1) (Konra nproraraeTca) 



3>opMa PCT/IPE A/409 (Tpa^a V) (anpejn, 2005) 



3AKJDOHEHHE ME>KjyHAPO ( HHOfl UPE^BAPHTEJIbHOM 3KCnEPTH3M 



PCT/RU 2004/000261 



rpa<J>a V O^ocHOBdHHOe yTBepataeHHe b co otb ctctb h h c ripasnjioM 35(2) b oTHomemiH hobh3hu, 
mo6peraTejibCKoro ypoBHH h npoMbinuieHHoft iiphmchhmocth; cce>ijikh h noaCHeii hsi, noAKpeiuisnomfie TaKoe 
yTBep^eHHe 

1. VTBepHcueHHe 

HoBH3Ha(N) IlyHKTU 1-14 RA 

riyHKTW HET 

H3o6peraTejn>CKHlt ypoBeHb (IS) 

riyHKTW 2-4, 6, 8-11, 14 £A 

nymcrw 1,5, 7, 12-13 HET 

npoMbiioneHHaa npHMeHHMOCTb (IA) 

ITyHKTbi 1-11 RA 

nymcTLi 12-14 HET 



2. CcbuiKM h noflCHerow (IIpaBHJio 7Q.7) 

3aKMOHeHHe 3KcnepTH3bi cocTaBJieHo c yseroM OTBexa 3aaBHTejifl, npeflcraBJieHHoro 
15.02.2005 h cjieayiomHx hctohhhkob HH<j>opMamiH: 

fll RU 2001 104426 A. 20.01.2003 
#2 US 6521409. 18.02.2003 

£3 MUTIRANGURA A. Ann N Y Acad. Sci., 2001 Sep; 945; 59-67 
£4 US 5484589 A 

Cnoco6, oxapaKTepH30BaHHbra b nymcrax 1-14 (j^opMyjiw, cooTBercTByer KpnrepHio 
«HOBH3Ha», nocKOJibKy H3BecTHHH ypoBem TexHHKH, b HacTHOCTO A1-/14, He pacicpbiBaer cnocb6 
TaK, KaK oh oriHcaH b nyHKTax <f)opMyjibi. 

B to ace BpeMH HH^opMaqHff, co^ep>KamajiCH b #l-#4, npenaTCTByeT npH3HaHHio 
«H3o6peTaT€JibCKoro ypoBHfl» cnoco6a no nyHKraM 1, 5, 7, 12 h 13, nocicojibKy 3tot cnoco6 
jiBJweTC« oHeBHAHBTM fliifl cneuwajiwcTa b AamioH oGjiacra tcxhmkh. 

Tax, H3 #1 h3bcctho Jieqeinfe OHKoaorHnecKoro 3a6ojieBaHiM ,I(HK-pa3pyiiiaK)iijeH 

XKM HH6CK0H KOMn03HUHefi. H3 J%2 H JJ$ M3B(5CTHa naTOreHCTHHeCKaa 3HaHHMOCTb BHeKJierOHUOH 
flHK KpOBH (B#HKK), B HaCTHOCTH BHpyCHOft npMpOJUJ B B03HHKH0B6HHH H pB3BHTHH 

OHKOJionrMecKHx 3a6oneBaHHif. B to ace BpeMA H3 #4 H3Becrao jieHe6Hoe BOweficTBHe npn 
naTOJiormecKOM npouecce, CBjmHHOM c B/XHKK, BBe^eHHeM pa3pymaiomero #HK areHTa 
(AHK-asw) b cHcreMHyio UHpicyjwnjHK) KpOBH. M3 J\A Taic»ce aieayeT B03MOxcHOCTb 

HCnOJTB30BaHHH flJlSl 3THX IjeJiefi peKOM6HHaHTHOfi #HK-a3bI H COHCTaHHOrO BBeaeHHH J(HK-a3bi H 

pH6oHyKJiea3bi. 

B OTHomeHHH cnoco6a no nyrocraM 4>opMyjibi 1,5*7, 12 h 1 3 sasiBHTejiH o-rMenaioT, hto b Rl 
penb MfleT o jieneHHH OHKOJiorunecKHX 3a6ojieBaHHH areHTOM, pa3pymaiomHM BHyTpmaieroTOyio 
flHK, b OTJiHMMe ot 3aaBJieHHOro cnoco6a, b kotopom 3tot areHT o6ecneHHBaeT pa3pymeHHe 
B£HKK. 

Owajco 3KcneprH3a He comacua c xaiaiM yTBepacAeHHeM 3amnTejieH b cbjhh c TeM, hto 
J\\ CBMAerrejibCTByeT Jiniiib 06 aretfrax, pa3pyuiaK>mux AHK m 0K33biBaK>mHx npn 3TOM 
npoTHBOonyxo/ieBbifi 3<jxJ)eKr. Kb fll He c^teflyer xaicaa hmchho AHK npn stom pa3pyinaeTC«. 

B to »ce BpeMH b cBoeM oTBere 3aHBHTejiH noflnepKHBaioT, mto aretrrbT, B03fleHCTByK>nme 
Ha flHK, He cneqH^HHHbi. M3 3Toro mo>kho c^ejiaTb bwboa o tom, hto jno6ofi areHT, cnoco6Hbift 



<I>opMa PCT/IPEA/409 (fpa4>a V) (anpejiB 2005) 




u. pKyjtHpytouia* b kpobm, MHaKTMBMpyeTca paipyuieHHCM, cBJHbiBaHHeM hjih (pepMeHTaTMBiion 
MonH(J)MKauMef1 ee CTpyicrypbi. 

3. Cnoco6 jieHeHH* 3a6ojieBaHHH no n.l mjim 2, orjiMHajoiiuiHCfl TeM t hto BHeitneTOHHafl #HK, 
UHpKy^Hpyioiuas b KpOBM, HHaKTMBHpyeTCfl pa3pytueHHeM, cwm bsh mcm mjim 4)epMeHTaTM bhom 
MoiiM(})MKauMeit ee crpyicrypbi nyreM bbcachkh b opraHH3M 6o/ibHoro cfeapMaueBTHHecKoro areHTa, 
cnoco6Horo pa3pymaTb, CBWbiBaTb mjim ^epMeHTaTMBHbiM nyreM MOAH^HuwpoBaTb ec cTpyicrypy. 

4. Cnoco6 jieneHHa 3a6ojieBaHHH no jiK)6oMy M3 nn.1-3, OTJiHHaKHUHHC* tcm, hto BHeKjieroHHaa #HK, 
UMpKy^Hpyiomafl b kpobm, HHaKTMBMpyeTCfl pa3pyiueHHeM, cBJObioaHweM mjim 4>epMeHTaTHBHOM 
MOAM(j)MKauMeH ee CTpyicrypbi nyreM bbcachha b opraHH3M SoJibHoro (J)apMaueBTn nee koto areHTa b 

KOJIHMeCTBe, flOCTaTOHHOM JXJIR pa3pyiUeHM«, CBH3bIBaHHH MJIM <}>epMeHTaTHBHOff M04M(j)HKaUMM B 

TepaneBTHHecKOM peacHMe, o6ecneHMBaK>mHM pa3pyujeHMe, CB*3MBaHHe hjih 4>epMeHTaTHBHyio 
MOAM^HKauMK) b TeneHMe nepHojia BpeMeHH, AocTaTOHHoro .zyia AocnwceHHa acejiaeMoro 
TepaneBTHwecKoro 3(J)cJ)eKTa. 

5. Cnoco6 neneHnx 3a6ojieBaHHfi no jiio6oMy ui nn. 1 -4, 0TJnm&K>myificst Tew, hto b opraHH3M 6oni>Horo 
beojwt reHorepaneBTHMecKHe KOHCTpyKUMH, npHBO/jamHe k cHnxe3y b opraHH3Me 6o;ibHoro 
GnonoJiMMepoB, cnoco6Hbix HHaKTHBHpoBaTb BHeKJieroHHyio flHK Kposn. 

6. Cnoco6 JieHeHHH 3a6ojie Ba h h h no nn.I mjth 2, cmiHHaKMUHMCa reM, hto BHeKJicroHHaa JXHK y 
UMpKyjiMpyjomaa b KpoBH, HHaKTMBMpyeTCa nyreM CBH3bi BaHHH, pa3pymeHHH mjim (|)epMeHTaTMBHOH 
MOAHc})HKauMH b npouecce 3KCTpaicopnopajibHOH ohmctkm kpobm. 

7. (ct.10) Cnoco6 neneHHH 3a6oJieBaHHH no n.l hjih 2, oTjiMHatowMHca TeM, hto 6ojibHoro 
HMMyHM3MpyK>T BaKUHHOM, coaepacameH b KanecTBe aHTMreHa BHeioieroHHyio flHK kpobh, b tom hmcjic 
b KOMn^exce co cBwaHHWMH c Heii 6ejiKaMM. 

8. (ct.12) OapMaueBTHHeCKMtf areHT/ma jieneHHH 3a6ojieBaHHM no Jiio6oMy «3 nn.I -4, npeflCTaBJiaiomMH 
co6om <j>epMeHT Ae30KCHpH6oHyKjiea3y, KOBaneHTHo CB*3aHHyio c nojiHSTHjieHniMKOJieM, mjim 

nOJTHCHaJIOBOfi KHCJIOTOft HJIH MHbIM BblCOKOMOJieKyjIApHblM npHpOflHMM MJIM CMHTCTHHeCKHM 

nojiHMepoM. 

9. ( ct.16) OapMaueBTMHecKHH areHT ana JieneHMH 3a6oJiCBaHHM no JiK>6oMy M3 nn.I -4 
nj eACTUBJuiiOLUHH co6oh aHTM-j^HK aHTHTejia, b tom HHCJie o6jiaAajomHe Ae30KCHpH6oHyKjiea3ii6M 

aKTMBHOCTbiO. 

10. (ct.19) Cnoco6 yBejiMneHHS n p o aojt>k mtcji b h octm >km3hm nyreM 3aMeaJieHHfl HacTynjieHHfl 

60Jie3HeHHblX COCTOflHHH, CBH3aHHb1X C yBeJIHHeHHCM B03paCTa, OTJIMHaiOlUMHCa TCM, HTO 

ocymecTBJiHiOT pa3pyiueHHe, hjih CB*3biBaHHe mjim <j)epMeHTaTHBHyio MO^M<t)MKauMK> BHekJieTOHnofi 
RHK KpoBH no Jiio6oMy H3 nn.4-9. 

11. (ct.20) Cnoco6 npoc|)HjiaKTHKH 3a6ojieBaHHH, pa3BHBaK>mMxcfl bcjicactbhc MyrauHH reHOB 

COMaTHHeCKHX KJieTOK, 3a CHeT pa3pyiueHMJI, CBJt3b!BaHH5l MJ1H (frepMeHTaTMBHOM MO£H(j)HKaUHM 

BHeicneTonnoM J\HK KpoBH no ;i»o6oMy M3 nn.4-9. 



1PEA/RU 
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D9: ZHONG S. ET AL. Presence of mitochondrial tRNA (Leu(UUR)) A to G 3243 mutation 
in DNA extracted from serum and plasma of patients with type 2 diabetes mellitus// J. Clin. Pathol. 
2000 Jun; 53(6): 466-9, pe^epar (Roman npHnaraerca). 

H3 Dl M3BCCTHO HajiHHHe B.HHKK npH 3JiOKa4ecTBeHHWX onyxo/mx. 

D2 onaeuBaeT <J>apMaueBTHHecKHe areHTW - aHTMTejia npoTMB JJJtIK (aHTH-,IJHK aHnrrejiai), 

B 4aCTHOCTH, nOJIHKJlOHaJIbHbie ^HK-a63HMLI. 

Pfa D3 M3BecTeH cnoco6 JieneHiui coMarmecKoro 3a6ojieBaHKH, Taicoro icax MyKOBHCUKAcra, 
c MecimiM Hcnojib30BaHHeM 4>epMeHTa ^HKa3u - areirra, HHaKTHBHpyiomero B^flfDC, Koropaa 
npHcyrcTByeT b SpoHxo-nyjibMOHajrbHOM ceKpeTe. IIpfiMeM ,fl[HKa3a mohcct 6brn> xHMHHeaoi 
MOOT^HimpoBaHa wx yny^mcnaa. 4>apMaico;u*HaMHHecKHx h <J)apMaKOKHHeTHHecKHx noKa3aTejieM 
c noMombK) pa3JiMHHbix no/iaMepribix HOCHteJieM. 

D4 TaioKe onacbiBaer MecTHoe JieseHHe My kobmc uhao3 a, KaK 3a6ojieBaHwi, cBjnaHHoro c 
MyraimaMM reHOB coMainqecKHX KJieroK, c noMombio flHKa3bij pa3pyuiaioiueH unpKyjiHpyiomyio 
flHK b 6poHxo-nyjibMOHarn>HOM ceKpere, m yKa3biBaer Ha HaJiHHMe AHK b KpOBH npn 3tom 
3a6ojieBaHHM. 

D5 pacjcpbiBaer ^HK-pacmearwiomMe h j J(HK-MOAM(|)HUHpyiomHe areHTbi ana cnoco6oB 
jieieww onyxojieH, b qacTHocro para. 

B D6 Hfler pe*n> o B03MO>KHoft naToreHHoft pojiH B,5HKK npH paannnHhix HH^eKimax h 
coMaTHHecKnx 3a6ojieaaHHJix, npHBoafliueft k HapymerauiM HMMyHKrera, chctcmm CBeprbisaHMH, 

peOJIOFHK KpOBM, HTO Tpe6yeT MCAHlJHHCKOrO B03flefiCTBHfl. 

B D7 onHcaH cnoco6 jieneHHa 6aKTepHam>HbTX > rpM6KOBbix hjih napa3MTMHecKMX 
HH^exuMH, npn kotopom MecTuo bboajit areHT, pa3pyuiaK>mHii BHeiaieTOHHyio JJfJK - <J>epMeHT 
7iPKa3y, a Taxace oiracaHO cucieMHoe BBefleHHe b xpbBb 3Tpro c^epMeHra Ana pa3pymeHna B/JHKK 
b cocTaee HMMyHHbix KOMiuieKCOB npH HenH(J)eKUHOHHOM 3a6oneBaHHH. 

D8-D9 cooTBercTBeHHO pacKpbiBaicrr HanHHHe h mMencmx BJSfiKK npa TaKHx 
3a6ojieBaHHxx, xax aiepociOiepo3 h caxaptibifi AHa6eT. 

BBHfly H3BCCTHOCTH H3 D7 MeCTHOrO Jie4eHH* HH^eKUKft, BbI3BaHHBIX 6aKiepH>iMii, HJIH 

rpw6aMH, hjih napa3HTaMH c noMombio arenra, pa3pyuiajomero BflHK (flHKa3ii), h h3bccthocth 
BBeAeHra #HKa3bi b unpKyjwmHio juvl pa3pymeHM* B^flffBCK, a TaioKe H3BCCthocth H3 D6 
naToreHHott pojiH B / ZfHKK npH yica3aHHbix HH(J)eKUHHX, cneuHajmcTy otcbhaho Hcnojib30BaHHe 
arema, HHaKTHBHpyiomero (pa3pyinajomero) ijupKyjinpymyK) B/JHKK, jjjm jieneHMa Taxnx 
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nH(J)eKUHH. no3TOMy oSieicr no n. 1 b nacTH jieqeHra yKa3aHHWX hh^ckumh He cooTBercTByer 
KpmepHK) «H3o6peTaTeju>cKoro ypoBHH». 

B Macro jieneHHa 3JTOKHHecTBCHHBix onyxojieft saaRjieHHWM cnoco6 oTJiHHaerca ot 
onHcaHHoro b D5 tcm, hto xapaicrepH3yeT MacTHbiH cjiynaH /ictchh^ 3JiOKaHecTBeHHbix 
onyxojreBbix 3a6ojieBamiH c noMOujbio HHaicraBaijHH B^KK. a b D5 HeT CBeaeHMH o BoweftcrBHH 
HenocpeACTBeHHo Ha B.HHKK, h hact pent tojtbko 06 o6meM npHHijwne jreveHra 3jiOKaHecTBeHHtix 
onyxojieft c noMomwo flHK-pacmerunnomHX hjih MO^H<J)HiiHpyiomHX areHTOB. 

TaKHM o6pa30M, b 3toh qacra o6teKT no n. 1 hbjisctch hobwm. O/maico BBHfly msbccthoctm 
M3 Dl HajiHHra BJJHKK npa anoKaHecTBeHHux onyxojwx h H3bccthocth H3 D6 o6menaToreHHOH 
pojiH TaKOH B/^HKK, a H3 D5 - H3BecTHOcra jieneHH* anoKanecTBeHHtix onyxojiefi c noMombto 
,HHK-pacmenjT5iK)mHx areHTOB, cnoco6 no n. I b Hacra Taxoro jieHerow He HMeeT 
«H3o6peTaTenbCKoro ypoBH*». 

Mto Kacaerca cnocoSa jieneKm aTepocKJiepo3a, hjih caxapHoro flwa6eTa, hjth 3a6ojieBaHWH, 
pa3BHBaiomHXCH BCJie,acTBHe MyrauHfi reHOB coMaTHHecKHX kjictok nyreM B03#eHCTBHH na 
UHpKyjiHpyioinyK) B^HKK, coo6maeM cjie^yiomee. B cBere npeflCTasjieHHWX ccbuiok na D8-9 b 
OTHOiueHHH aTepocKjiepo3a h jtmaSera, h Ha D4 b othouichhh 3a6ojieBaHMH, CBjrcaHHbix c 
MyrauMiiMH reHbB coMaTmecKMx KJieroKj npn xoxopbix m3bcctho HajiHHMe B,HHKK, npn hx 
kom 6 MHauHH c D6, r#e pacxpbrra naToreHHaa pojib tekom ,HHK b opraHH3Me, win cneuHajmcTa 
oneBHAHa Heo6xoAHMocn> jieneHiui Taxoro coctohhhh kzlk oaHoro H3 naxoreHernHecKHx c^aicropoB 
nepenHCJieHHMx 3a6ojieBaHnft. Ilo3TOMy yKa3aHHbie a/ibTepHaTHBbi nyHxra 1 He coflep>KaT 
«H3o6pexaTeJii>CKoro ypoBH*». 

B COOTBeTCTBHH C H3J103KCHHWM, 3aBHCHMbie OT n. 1 nyHKTbl 2-4 B HECTH TftKHX 

aabTepHaTHB, Kax jieneHHe yica3anHbJX uH^eKiuiH, aTepocKJiepo3a, caxapHoro j*Ha6eTa, 
3a6ojieBaHHH, cB^iaiinbix c MyrauHHMH reHOB coMaTHHecKHX KJieroie, nyreM BBe#eHHsr b opraHH3M 
aremu, pa3pyiuaiomero BJJHKK, HanpHMep, jQ[HKa3bi, raioKe He HMeioT «H3o6peTaTejibCKoro 
ypoBHJC» (D4, D6-D9). 

3aBHCHMwe nn. 5-7 h ocrajibHbie ajivrepHaroBbi n. 2-4 cooTBercTByroT xpHTepwaM 
«HOBH3Ha» h «H3o6peTaTejibCKHtt ypoBeHb». 

B oTHouaeHMH ^apMaueBTiwecKHx areHTOB samjieHHMx b HeaaBWCMMhix nn. 8 h 9 cjiejjyer 
cmvieTHTb, mto ohm H3BecTHw H3 D3 h D2, cooTBeTCTBeHHO, CBjmHHaa c nojiMMepaMH #HKa3a H 
^HK-aHTHrejia, oftnaflaioiuHe Ae3OKCHpn6oHyKjiea3H0H aKTHBHocTbio. H3BecTHwe H3 D3 h D2 
areHTbT He HMeror ottthhith ot areHTOB ,3aaBJieHHbix b nyHtcrax 8-9 h cymecTByroT b c^opMe, 
npHTO^HOH w* Hcnojib30BaHHH no 3aJiBjieHHOMy Ha3HaHeHHio. C yneroM Toro, hto npn 

■ ■- T 

<SopMa PCT/IPEA/409 (jHonojiHHTejibHaH rpa$a) (anpejn. 2005) 



3AKJU04EHME M E)K#y HAPOOT Ofl TIPEJBAPHTEJlbHOfl 3KCnEPTH3fcl 



MeHCAyHapOAuaa 3aaBKH 
PGT/RU 2003/000304 



AonojiHHTejibfiafl rpa<|>a 

onpeAejieHHH hobh3hm nprcmaKH, cBH3arofi>ie co cneuH^HnecKHM npejxnaraeMNM wcnojiwoBaHHeM 
M3o6pereHH5i HraopHpyKyrca («PyKOBOflCTBO no npoBeaenHio MoKflynapo^Horo noMCKa m 
MeacoyHapoAHoft npe^apHrejibHOft 3iecnepTH3w PCT», M, 2004,tom 1, rji.5, n.5.21, 
rji.l2,n. 12.-05, crp.67,223), nyracrbi 8-9 He cooraercTByKJT Kpirrepifio «HOBH3Ha>>. 

QSieKTbi no nn. 10 m 11 He oruicaHw hm b oahom m3 npeACTaBJieHHbix mctohhhkob 
HH4>opMauHH h He aneflyiOT abhum o6pa30M H3 hx KOM6HHamui. TaKHM o6pa30M, nymcrw 10-11 

HBJLHIOTCH <<HOBHMH» H COflepHCaT «H306p€TaTe Jl bCKHH ypOBeHb». 

riocKbJiBKy b cBoeM oTBere 3a*BHTejin npeACTaBwra flonojiHHTejibHbie npHMepu 
peajTH3auHH n3o6peTe hhh b Hacra JieHemw aTepocKJiepo3a, caxapHoro AHa6eTa, 3a6ojieBaHHH, 
BW3BaHHwx MyrauHHMM reHOB coMaTMHecKHX KJieroK, nyHKTw 1-10 hbjwjotch «npOMhiuuieHHO 

npHMCHHMUMH». 

Mto KacaercH n. 1 1 , to 3aaaneHHaH b hcm npo<J)itnaKTHKa 3a6ojieBaHHM, pa3BHBaiomHxcji 
BCjiewTBHe Myraitfffi reHOB coMaranecKHX KJieroK nyreM pa3pyiueHH5i, CBjrawBaHHH hjih 
4>epMeHTHOii MOj^HKauHH B£HKK He noflTBepacfleHa MarepnaJiaMH 3a*BKH h AonoJiHHTeJibHbiMH 
npHMepaMH. B cbjrh c 3thm, nyHKT 1 1 He HBJiaeTca «npoMbimjjeHHO npHMeHHMtiM». 
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